
Harold Minus, M.D. 
Professor, Former Chairperson 
HoGard University 
2400 6th Street NW 
Washington, D.C. 20059 '- 

RE: Docket No. 78N-063.5 L 

Dear Dr. Minus: 

This letter is in response to your letter of May 22, 1996 
regarding the safety of hydroquinone as an over'the-counter 
(OTC) drug for the treatment' cJf.hyper$igment$tionl. _ Thdnk‘ybu 
for sharing your views and clinical experience with' us,'~“'I have, 
directed that your le.tter be made-part of the offic‘ial record. for ' 
this rulemaking. 

_ ., ,z, : ‘$' -. ) I‘ .* ", " - _. " 
: j"' 

We note your experience that patients' desire:toIremove 'Jugly 
disfiguring dark spots" often cutweighs their concern‘over‘other . . . . . . dermatologic problems and appreciates ybur.-:sha~~n~~‘-y‘;jJ‘i .%& -'.I .. -. 

.I ,,_ 

We greatly appreciate your sharing your views and.experience regarding the long and ext&&'i‘v'e sa,f'~~y~.".~f~ ~yM-q;2noKg .'in ddTC *' ,. 
drugs in the United States-and the relative rarity 'of'reficrted 
cases of hydroquinone induced ochroqo.si,s.- ,Wg,~aal:s,o appreciate 
your sharing your views wit.h re.spect to the bene'fits and. ri'sks.,of 
continued OTC availability of- hydroquinone.. ' - *-. 

We are currently in the process'of eva$ating"all*submitted data _ 
concerning both the question of ochrono~sis.andlo~h~,rpotential i 
risks of hydroquinone. We hope to be able to clearly address and 
answer these potential safety.questions in the *'v:ery'near‘ future. 
Until we can more clearly determine the, ex.tent of the risk, we ."...‘" .r,:.;:: ;c _ .'."'?:' 
cannot completely assess the benefit-risk.o"f'hydroquinone 
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availability. 



_ ,  

T h a n k  y o u  a g a i n  fo r y o u r i n te re s t a n ' d  fo r ' s h a r i n g  y o u r e x p e i r i e n c e  ,.. 
a n d  e x p e rti s e . 

S i n c e re l y  y o u rs , : . 

D i re c to r 
D i v i s i o n  o f Q T C  D ru g  P ro d u c ts  O ffi c e  o f D rl - l g  E v d l u a ti -p z  Q "“"  "  ,, ~ ,I i . 
C e n te r fo r D ru g  E v a l u a t' i d n  & i d  R e s e A rc h  .,i  -, I‘ "  r  .) ,. ^  . 


